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other identifier used by the manufac-
turer to track the device; 

(ii) The name, address, telephone 
number, and social security number (if 
available) of the patient using the de-
vice; 

(iii) The location of the device, un-
less not released by the patient under 
§ 821.55(a); 

(iv) The date the device was provided 
for use by the patient; 

(v) The name, address, and telephone 
number of the prescribing physician; 

(vi) The name, address, and telephone 
number of the physician regularly fol-
lowing the patient if different than the 
prescribing physician; and 

(vii) When applicable, the date the 
device was permanently retired from 
use or otherwise permanently disposed 
of. 

(2) Except as required by order under 
section 518(e) of the act, any person 
who is a multiple distributor subject to 
the recordkeeping requirement of para-
graph (c)(1) of this section shall, within 
5 working days of a request from the 
manufacturer or within 10 working 
days of a request from FDA for the in-
formation identified in paragraph (c)(1) 
of this section, provide such informa-
tion to the manufacturer or FDA. 

(d) A distributor, final distributor, or 
multiple distributor shall make any 
records required to be kept under this 
part available to the manufacturer of 
the tracked device for audit upon writ-
ten request by an authorized represent-
ative of the manufacturer. 

(e) A distributor, final distributor, or 
multiple distributor may petition for 
an exemption or variance from one or 
more requirements of this part accord-
ing to the procedures in § 821.2. 

[58 FR 43447, Aug. 16, 1993, as amended at 67 
FR 5951, Feb. 8, 2002; 78 FR 58822, Sept. 24, 
2013] 

Subpart D—Records and 
Inspections 

§ 821.50 Availability. 
(a) Manufacturers, distributors, mul-

tiple distributors, and final distribu-
tors shall, upon the presentation by an 
FDA representative of official creden-
tials and the issuance of Form FDA 482 
at the initiation of an inspection of an 
establishment or person under section 

704 of the act, make each record and all 
information required to be collected 
and maintained under this part and all 
records and information related to the 
events and persons identified in such 
records available to FDA personnel. 

(b) Records and information ref-
erenced in paragraph (a) of this section 
shall be available to FDA personnel for 
purposes of reviewing, copying, or any 
other use related to the enforcement of 
the act and this part. Records required 
to be kept by this part shall be kept in 
a centralized point for each manufac-
turer or distributor within the United 
States. 

[58 FR 43447, Aug. 16, 1993, as amended at 65 
FR 43690, July 14, 2000] 

§ 821.55 Confidentiality. 

(a) Any patient receiving a device 
subject to tracking requirements under 
this part may refuse to release, or 
refuse permission to release, the pa-
tient’s name, address, telephone num-
ber, and social security number, or 
other identifying information for the 
purpose of tracking. 

(b) Records and other information 
submitted to FDA under this part shall 
be protected from public disclosure to 
the extent permitted under part 20 of 
this chapter, and in accordance with 
§ 20.63 of this chapter, information con-
tained in such records that would iden-
tify patient or research subjects shall 
not be available for public disclosure 
except as provided in those parts. 

(c) Patient names or other identifiers 
may be disclosed to a manufacturer or 
other person subject to this part or to 
a physician when the health or safety 
of the patient requires that such per-
sons have access to the information. 
Such notification will be pursuant to 
agreement that the record or informa-
tion will not be further disclosed ex-
cept as the health aspects of the pa-
tient requires. Such notification does 
not constitute public disclosure and 
will not trigger the availability of the 
same information to the public gen-
erally. 

[58 FR 43447, Aug. 16, 1993, as amended at 67 
FR 5951, Feb. 8, 2002] 
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